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SUPPLEMENTAL FREEDOM OF INFORMATION SUMMARY

1. GENERAL INFORMATION ANADA 200-026

a.

b.

c.

d.

e.

f.

&

h.

i.

J

ANADA/GENERIC SPONSOR--
PennField Oil Company
14040 Industrial Road
Omaha, Nebraska 68144

Established Name: Oxytetracycline hydrochloride

Trade Name/Proprietary Name: Pennox 343

Dosage Form: Soluble Powder for drhlcing water

How Supplied: 4.78 oz packets and 23.9 oz packets (new)

How Dispensed: OTC

Amount of Active Ingredients: Each packet contains oxytetracycline hydrochloride
equivalent to 102.4 gram or 512 grams

Species: Chickens, Turkeys, Cattle, Swine, Sheep

Labeled Dosage and Indications: (Refer to attached labeling for additional details on
mixing instructions)

M: For the control and treatment of
hexarnitiasis caused by Hexamita meleagridis;
infectious synovitis caused by Mycoplasma
synoviae; growing turkeys-complicating bacterial
organisms associated with bluecomb (transmissible
enteritis, coronaviral enteritis).

Effect of the Supplements: Revised withdrawal period (O-day) in turkeys&
additional package size of 23.9 oz.

Pioneer Product “Listed” Product: Terrarnycin@Soluble Powder, NADA 8-622

2. TARGET ANIMAL SAFETY AND DRUG EFFECTIVENESS:

No fiu-ther effectiveness or safety data were required.
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3. HUMAN FOOD SAFETY

A. Tolerance

The tolerances established for the pioneer product apply to the generic product.
Tolerances are established for the sum of residues in tissues of cattle, beef calves, dairy
calves, swine, chickens, turkeys as follows:
(a) 2 ppm in muscle
(b) 6 ppm in liver
(c) 12 ppm in fat and kidney

B. Study to Establish a Withdrawal Time

Palatability and Residue Depletion study-Oxytetracycline in turkeys.

Study design: Thirty-two turkeys were used in the study. Four birds (two males and two
females) were assigned to each of six treatment groups. Turkeys in the treatment groups
were feed medicated drinking water containing oxytetracycline HC1to provide 25 mg/lb
body weight. Treatment continued for 14 days. Eight animals served as untreated controls.
Animals were slaughtered at 1,3,5,7,9, and 12 hours withdrawal. At slaughter samples of
liver, muscle and skirdfat were collected for analysis using the ofllcial regulatory assay.
Residue values are summarized in Table 1.

Table 1: Mean tissue residue data summary

Control -
1 0.78~0.14 -O.37*O.1O 0.77+0.62
3 0.73*0.20 0.38*0.09 0.51+0.20
5 0.37*0.08 0.31+0.08 O.33*O.1O
7 0.43*0.14 o.33io.03 0.38i0.06
9 0.47*0. 16 o.3oio.04 0.41*0,17
12 0.26 <0.25 o.53io.19

c. Calculating the Withdrawal Time

Using the Agency’s statistical tolerance limit algorithm to evaluate the 99fi percentile with
95% confidence and the revised tetracycline tolerances stated in section “A”, a zero day
withdrawal is calculated for the use of oxytetracycline soluble powder in turkeys. All of the
residue values in all of the tissues at all of the sampling times are less than their respective
revised tolerances.
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Regulatory Method:

The analytical method for the determination of oxytetracycline hydrochloride in tissues uses
a microbiological assay procedure. This method is found in the Antibiotic Residues in Milk,
Dairy Products. and Animal Tissues: Methods. Reports, and Protocols, revised October 1968,
reprinted December 1974, National Center for Antibiotic and Insulin Analysis, FDA,
Washington, D.C. 20204.

4. AGENCY CONCLUSIONS

This supplemental ANADA submitted under section 512(b) of the Federal Food, Drug, and
Cosmetic Act satisfies the requirements of section 512(n) of the Act and demonstrates that
Pennox 343, when used under its proposed conditions of use, is safe and effective for the
labeled indications.

Under the Center’s supplemental approval policy, (21 CFR 514. 106(b)(l )(iv), the approval of
the addition of a new package size is considered a Category I change; therefore, this action
did not require a reevaluation of the safety and effectiveness data in the parent application.
However, the approval of the revised withdrawal time for turkeys is considered a Category II
change under the approval policy 21 CFR 514. 10f. This approval did cause a
reevaluation of the human food safety data in the parent application and the revised
withdrawal period was based on the revised tolerances for oxytetracycline; 2 ppm in muscle,
5 ppm in liver and 12 ppm in fat and kidney.

LABELING:

4.78 oz and 23.9 oz packets



INDICATIONS AND DIRECTIONS FOR USE
.?

For the control of the folfowln poultry diseases caused by organisms susceptible 10 oxytetracyclhse: Add the following
[amount to two gallons of sbc solution when proportioned Is set 10 meter at the rate of one ounce per galforr. PACKS 12 GALLONS

DOSAGE STOCK SOLUTfON
CHICKENS Infectioussynovitiscaused by M@asma syrroviae 2DW03 mg /gal V2-I

Cfmmic rew”ralory disease (CRD and aksac rnfectiin caused by Mycqiasrna ga//ise@rrrr and Eschetiia cd
IL

4D3J3XI mg /gal i-2
Fowl cholera caused by Pasfeure rrruffrxslr 4cc-E!oomg/gal 1-2

TURKEYS Hexamifkis caused by Ifexamda mek?agtis 21XMCOmg/gal 1/2-1
Infectious s+movhiscaused by A@@a.urra synoviae 4COmg/gal 1
Grotig Turlreys -Canpfiifing baclerial organisms assccbled with bluecomb (Iransm!ssible enteritis, cwwsaviral enteriiis) varies wilh age&

Lmr$%$’laily waler consum~tion
(1 pack will Irea 4096

Ma&ale dkru@y al he firstdti s$ra d dkase ad cdnue for7 to 14omsecufivedays. II impmwnenl b M4 notti wih 241048 hcwra,ccswll a velerinahrr w a
psnds of Iurkeys)

da@c Iabofalorylo ddermine dagrwrs and arJvicem rhsaga, TAKETIME—
WARNING Do ml adtirristarlo SWI’r, caffleor sh wikin 5daye of sfa Ier. Zerodaywitbdrawd h cti%m and kn%ys Do no! ackrMsterfochick6ns orMwysprodw@

Y ?~ forhunanconsurr@cm. RECOMMENDEDSTO AGE: STOREBELO 77°F(25”C) Lhslmk D@401 ForHunan b KEEPOUTOF REACHOF CHILDREN a

Ckfribukdfy PonrWr4d Animal Hoafth Omaha, NE 68144
OSSHW’E

DIRECTIONS

DOSAGE
kMristarh he dh%rg waterat a leveld 10mg oxylatwycine HCl
pr@ d i@wdgtrl rL4iy. Adninkterup to 5 days

For he control andtreatmentof the following diseases cawed byorganismssusceptible to oxytetracyclkw.
SWINE
kteriel anlerftiscaused by Escheridrkrco$ati Sa!mmeh Meraesbis
&ctekilfmrmnia causedby Paste4frekimufhMa
FM Braahq SvhIe l-apt~”rosks (redwhg the inddeme d sborlkm ard slwd$kg of Ieplo$ra) causedbj f.apfoqiapmma

CALVES, t3EE3 CATTLE AND NON. LASXAT’[NOI DAIRY CATTLE
Bactert4 enieritiicaused by Escfwichia cd
E!acledal~eoncmia (shii@g lever ccmpk+x)carsecfby Pasfeur~ rrrufhida

SHEEP
Bacterialeder%ca+mlbyEsdrerMiacd
Oactaridpawnmia (tit~rq feverccm@ex)caussd by Pasfeurefhmulfti
This@dwrrl treat 10,240pxmds ofswti, cattk or sheepef 1 Oonulrnixlfisprwhtwil hmlkcnrnikrepfacws,
Adrnrisfarcna Iwurbdore orfwo hcun afterfwhg rni+iorrrilk

CAUTfON Useassde scwceofoxytekwycline, Nc4to be@ forrnore hen 14conssdvedaysin chkkensandkrrkeys
M 5 mns+dhe days mcefffe,W@ cf sheep. Preparefreshsofuhonsevery24 hre.

FOR USE IN DRINKING WATER ONLY - NOT FOR USE IN LIQUID FEED SUPPLEMENTS

AdrninWkI hedrhking wateral a Iavdof 10~oxylekac@irwl+2
perpuurd ofhxtywei$ttiiy, Adniniiterupto5 days.

Admiristarin U@drirkinqwaleral a fad 0110 mg oxyfefwyclii HO
Per@ df@we@t d#y. AdrriniklHupkJ5 days,

.. ... . .... . .. .. . .. .. . .. ... .. . ... .. .. .. ... . .. .. .... .. .... . ... .. . .. . .. ... .. .... . ... ..

S@al Note: h cwwenfrahm of dq requirwi h msdiited water
rrwsIbe adequatetoccmpwsde Iorvariati h lb age d thearid,
feedomar@on rateandthe mvimnld tqerahrre W
tsMdly, cdofwhkh affectswalercorwrrpicn,



INIWXTIONS AND t3iFlECT10W5 FOR USE

“ “For the control of the folfowfng poultry diseases caused by organisms susce tiile to oxytetracycfirw Add the followfng
4amount to ten gallons of stock solution wfsen propodfonar Is sat to meter at e rate of one ounce psr gallon. PACKS HO GALLONS

DOSAGE STOCK SOLUTION
CtflCKEHS

TURKEYS

lnfecfiars synovffiscaused by L@pfasma synoviae 200-4(XImg/gal 1/2-1
Chmnfc raspkatc+ydisease (CRD and afr-sac nfedon caused by L@@wrna galisepfiwrn and Escherkfria coti

ula
4G0801 mg / gal 1-2

Fowf cholera cauwcf by Paskure muffwkia 40M!Xt mg /gal 1-2
Hexamifiisis caused by Hexarrrla mefeagrids 20@400 mg /gal 1/2-1
Infecfkxrssynovifiscaussdby Lfya@ssmasyrwviae 4oomg/gaf 1
GrmvingTurfceys - Ca@iifii badedaf qanfsms assockded wih bluecomb (fransmisshk? enteritis, corcmaviraf enterii) varies wirh age&

bJ%’l$!2Jy watercmsumpfhn
(1 pack will treat 20,480

tWcate cmthrmsly at ha hl clrricd si$nsddkeasa WI ccmthuefor71014mswutFFe days. If improvananl is ml ndad wih 24 to 48 tram, ccnsdl a veterinariancva
pounds of turkeys)

dagacek faboraf~ to determinedag’mss and adka on dosage. TAKE TtME

WARNING Donoladminislartosvioa,catda~
?

tiM5d~dYZ~o~~mwdrntibAbk~.M@aW~bWmorti~ ~
pcddrqaggs lorfvJmanamsurn@n.RECOMkfEND D STORAGE STO EBELOW77 F (25 C] hestctkOI@OI Fofthnanlh KEEPOUTOF REACN0FC4flLOREN

Distrrhfsdby: Pennf%ld Anknal Hesdth, Omaha,NE66144
OSSERVE
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For the control and treatment of the following diseases caused byorganisms susceptible to oxytefracycline.
SWINE
@adensIW3itiscausedbyEschstiia @ad Sahrnndfa dk3fSWSU/S
eacleiid paimiia Wsad by F%feuralarrrdkcda
ForBreadingSwina Leptce@osis(r-he kxickce d &done ard shadfrngd !epIcspira)causal ty Leptqiraparrma

CALV?3, BEEF CAYTLE AND NON-LACTATING EUURY CAITLE
Mtarkil entailscausedbj Esdraridria cd
Bacta4d pwmcmia (ship@ngfavercanpfsx) msed by F’asferrraYamuH

SHEEP
DactetidenlsdtkciwadbyE-is cd
Eacteial pwmmia (shipfing fevarcanpfax) cad by Pask3ure/hrnu/fds
Th3fwfret will Ireal 51,200pmkdswha, caltfeorshaepat 10mgrpm.1. Dondrnix tispmdwf wih tilkwmilkrepfxers,
Admuistwore hour beforaor twohcurs eftarfaadng tik or mtk re~acers,

DOSAGE
AdmFisferh he rfriddnj waterat a Iwel d tOmg oxytetraqdne HO
parpwd olbcdy waicjl I@ Administerup 105days,

Admiiefh he drinkirg waterat a Iavalof 10mg oxytelqcina HCl
perpxud dfmfy wa@t daiy. Adminktsr w 105days

Adrrir&?r n lhadrinkirg waler at a feveld 10mg oxytetr~fine HCI
per@ of My wakjht&+. Adn_hisierw to 5 days,

CAUTfON: Usees sofasame ofoxylelra@ure. Nottobeusedformwethan14corwutive daysh chtkem andturkeys SpecialNote Thecwcentrahmd drq rqrirsd in medicatedwa[er
a5 cfmswhe dsys in cattle,wine wsheap. Preparefreshsdutims avery24 tire, rrwsl be adeq.!ateto cmpema[e forvariatim n ttw age d M animal,

!eedconsunpticmrateandIhs envhmwrtd k3rrq3arab_veand

FOR USE IN DRINKING WATER ONLY - NOT FOR USE IN LIQUID FEED SUPPLEMENTS fumdity,eachd wfkh akd.s watarmnsumph,


